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sponsor of the drug has no reasonable 
expectation of recovering costs of 
research and development of the drug. 
Section 316.26 allows an applicant to 
amend the application under certain 
circumstances. Section 316.30 requires 
submission of annual reports, including 
progress reports on studies, a 

description of the investigational plan, 
and a discussion of changes that may 
affect orphan status. The information 
requested will provide the basis for an 
FDA determination that the drug is for 
a rare disease or condition and satisfies 
the requirements for obtaining orphan 
drug status. Secondly, the information 

will describe the medical and regulatory 
history of the drug. The respondents to 
this collection of information are 
biotechnology firms, drug companies, 
and academic clinical researchers.

FDA estimates the burden of this 
collection of information as follows:

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN1

21 CFR Section 
No. of

Respondents
Annual Frequency

per Response
Total Annual
Responses

Hours per
Response Total Hours 

316.10, 316.12, and 316.14 3 1 3 130 390

316.20, 316.21, and 316.26 138 2.0 276 130 35,880

316.22 22 1 22 2 44

316.27 5 1 5 4 20

316.30 500 1 500 2 1,000

316.36 .2 3 .6 15 9

Total 37,343

1There are no capital costs or operating and maintenance costs associated with this collection of information.

The information requested from 
respondents represents, for the most 
part, an accounting of information 
already in possession of the applicant. 
It is estimated, based on the frequency 
of requests over the past 13 years, that 
138 persons or organizations per year 
will request orphan drug designation 
and that no requests for 
recommendations on design of 
preclinical or clinical studies will be 
received. Based upon FDA experience 
over the last decade, FDA estimates that 
the effort required to prepare 
applications to receive consideration for 
sections 525 and 526 of the act 
(§§ 316.10, 316.12, 316.20, and 316.21) 
is generally similar and is estimated to 
require an average of 95 hours of 
professional staff time and 30 hours of 
support staff time per application. 
Estimates of annual activity and burden 
for foreign sponsor nomination of a 
resident, agent, change in ownership or 
designation, and inadequate supplies of 
drug in exclusivity, are based on total 
experience by FDA with such requests 
since 1983.

Dated: February 13, 2004.

Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 04–3860 Filed 2–23–04; 8:45 am]
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SUMMARY: The Food and Drug 
Administration (FDA) is announcing 
that a collection of information entitled 
‘‘Requirements for Medicated Feed Mill 
License’’ has been approved by the 
Office of Management and Budget 
(OMB) under the Paperwork Reduction 
Act of 1995.
FOR FURTHER INFORMATION CONTACT: 
Denver Presley, Office of Management 
Programs (HFA–250), Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857, 301–827–1472.
SUPPLEMENTARY INFORMATION: In the 
Federal Register of August 8, 2003 (68 
FR 47331), the agency announced that 
the proposed information collection had 
been submitted to OMB for review and 
clearance under 44 U.S.C. 3507. An 
agency may not conduct or sponsor, and 
a person is not required to respond to, 
a collection of information unless it 
displays a currently valid OMB control 
number. OMB has now approved the 

information collection and has assigned 
OMB control number 0910–0337. The 
approval expires on December 31, 2006. 
A copy of the supporting statement for 
this information collection is available 
on the Internet at http://www.fda.gov/
ohrms/dockets.

Dated: February 13, 2004.

Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 04–3861 Filed 2–23–04; 8:45 am]
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Periodically, the Health Resources 
and Services Administration (HRSA) 
publishes abstracts of information 
collection requests under review by the 
Office of Management and Budget, in 
compliance with the Paperwork 
Reduction Act of 1995 (44 U.S.C. 
Chapter 35). To request a copy of the 
clearance requests submitted to OMB for 
review, call the HRSA Reports 
Clearance Office on (301) 443–1129. 
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